33600000-6 ®apmaneBTHYHA NPOAYKLIA
(Jlikapcbki 3aco0m 17151 3a0e3neyeHHsl XBOPUX HA PO3CisIHUM CKJIepo3, 2
J10Ta)

1. OOrpyHTYBAaHHSI TeXHIYHHX Ta SAKICHHUX XAPAKTEePHCTHK MpeaMeTa
3aKYHIBJI**:

Jlor 1 - 33652000-5 AHTHHEOIUIACTHYHI 3acO0M Ta IMYHOMOZYJSATOPH -
Oxkpenizymab (Ocrelizumab), 300 mr, amm., ¢u., mmp. - 37 ox.;

gor 2 - 33652000-5 AHTHUHEOIUIACTHYHI 3aCO0M Ta IMYHOMOIYJISATOPH -
ImyHOTNIOOYNIH sMroguHu  HopMannbHUM  (Immunoglobulins, normal human, for
intravascular adm.), 10%, 50 mu1, amm., ¢ur., mmp., mwi. - 960 ox.

Racanvni sumocu:

1. Jlikapcbkuii 3aci6 moBuHEH OyTu 3apeecTpoBaHuil B Ykpaini. Jlns
MiTBEP/KCHHST YYaCHUK HAJIa€ 3aBIPEHY KOMIIO PEECTPAIlifHOTO MOCBIIUYCHHS Ha
Jikapcekuii 3aci®. Y pasi, SKmo 10 3aKiHYeHHS CTPOKY il peecTpariiiHoro
NOCBIJYEHHS Ha JIIKApChbKUH 3ac10 3aJIMIIAETHCA:

- meHme 90 mgHiB - 000B’s3k0Be HajmaHHs komii jucta MO3 VYkpainu, abo
YIOBHOBa)XEHOT'O OpTaHy, Mpo GakKT MOoJAaHHS 3asiBH PO TEPEePeeCTPaIliio;

- Big 90 AHIB A0 OAHOrO POKY - OOOB’SI3KOBE HAJIaHHS TapaHTIHHOrO JIMCTa
3asiBHUKA Tpo Te, 1m0 10 MO3 Ykpainu, abo ynoBHOBa)XEHOr0 opraHy, Oyze moJaaHo
3asBY IIPO MEpEepeecTpalliio y Nopsaky, BusHaueHomy MO3 Vkpainu.

2. Jlikapcekuii 3aci0 TOBHMHEH MaTU IHCTPYKIIO i1  MEIUYHOIO
3acTocyBaHHA. J[Jg miATBEp/UKEHHS YYaCHHUKOM HAJAE€ThCS KOMisS 1HCTPYKIT IS
MEJIMYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00Yy.

3. TepMmiH mpUAATHOCTI JIIKAPCHKOTO 3acO0y HAa MOMEHT MOCTAaBKH TMOBHWHEH
cTaHOBUTH He MeHme 75% abo He Menme 12 MiIcSIIB BiJ BCTaHOBJIEHOI'O
IHCTPYKITIEIO TEpMiHY TpPHUAATHOCTI. JIIs WIATBEpIKEHHS Y4YaCHUK HaJa€
rapaHTidHUI JTUCT PO TEPMiH NPUIATHOCTI.

4. CTpoK MOCTaBKH TOBapy MOBUHEH CTAHOBUTU He Ouibiie 10 AHIB 3 gaTu
OTpUMaHHS MHUCHMOBOI 3asBKHU, aje He mi3Hime 29.12.2023. Jlns miaTBepaKeHHS
YYaCHHK HaJa€ TapaHTIHHUHN JIUCT PO CTPOK MOCTABKU TOBAPY.

5. Jlikapcbkuit 3aci0 NOBUHEH OYyTH BHECEHUM JI0 PEECTPY ONTOBO-BIAMYCKHHUX
I[IH Ha JIIKapChKi 3aco0u abo A0 PEeecTpy BIIOMOCTEH 1010 TPAHUYHUX OMTOBO-
BIJIMYCKHUX I1H Ha JEsAK1 JIKapChKi 3aCO0H, 110 3aKYIMOBYIOTHCS 3a OFOJIPKETHI KOIITH
Ta MIIATaloTh peepeHTHOMY IIHOYTBOPEHHIO, B paMKax BHUKOHAHHS ITOCTAHOBH
KMY Big 02.07.2014 Ne 240 «IlutanHs AckjIapyBaHHsS 3MiHU ONTOBO-BIIIYCKHHUX
I[IH Ha JIKapchKi 3acob0m» Ta mocraHoBu KMY Bim 03.04.2019 Ne 426 «IIpo
pedepeHTHE MIHOYTBOPECHHS Ha JEsSKI JIKApChKI 3aco0M, IO 3aKYIOBYIOTHCS 3a



OromKkeTHi KomTw». JIns MATBEpPIKEHHS YYaCHUK HAJa€ KOMI BUTATY 3
BiamoBigHOrO Hakazy MO3 Ykpainu.

6. Jlikapcekuii 3aci0 MOBMHEH OyTH BHECEHWM 10 HarioHaJbHOTO meperiky
OCHOBHHX JIKapChKHX 3ac00iB, B paMKax BHKOHaHHS moctaHoBu KMY Big 25
oepesnst 2009 Ne 333 «Jlesiki muTaHHs AEP>KaBHOTO PETYIIOBAHHS I[iH Ha JIIKApChKi
3aco0u 1 BUPOOM MEAMYHOrO MpU3HA4YeHHs». [ MiATBEpIKEHHS YYaCHUK HaJae
KOMi0 BUTATY 3 HalliloHanbHOTO nepeniky OCHOBHUX JIIKAPChKUX 3aC001B.

VY pas3i BiJIcyTHOCTI JiikapchKoro 3aco0y B HarioHansHOMY TIEpestiKky OCHOBHHUX
JIKapChKUX 3acO0IB yYaCHUK HaJla€ KOIII0 BUCHOBKY YIIOBHOB)XEHOTO OpraHy 3
JIEP’KaBHOI OIIHKA MEIAMYHHMX TEXHOJIOTIH Ha 3alpOTOHOBAHMMA JIIKApChKHM 3acio,
IPOBEICHOr0 BIAMOBIAHO 10 BUMOr llopsaky mnpoBeAeHHS JEp>KaBHOI OLIHKH
MEJIMYHUX TEXHOJIOT1H, 3aTBepkeHoro noctaHoBoo KMV Big 23 rpyans 2020 Ne
1300 «IIpo 3arBepmxenHs Ilopsnky npoBeaeHHS IEp>KaBHOI OIIHKKA MEIMYHHUX
TEXHOJIOT1i».

7. OOOB’s3KOBE HaJaHHS YYaCHUKOM OpHTIHANYy TapaHTIMHOTO JIKCTa,
HaJaHOTO Oe3MmocepeIHbO0 BUPOOHUKOM a00 MOT0 YIIOBHOBaKEHUM MPEICTABHUKOM B
VYkpaiHi (SKIIO Y4aCHUK HE € BUPOOHUKOM TOBApy), IKUW MIATBEPIKYE MOXKIUBICTh
NOCTaBKH TOBApy, IO € MPEAMETOM 3aKyMiBJl, Y HEOOXIHIA KUIBKOCTI, SIKOCTI Ta y
TE€pPMIHU, BUBHAUEHI JOKYMEHTALIEIO.

8. 3amporoHOBaHMM TOBap MOBHUHEH OyTH AKICHUM. /[l miaTBepKeHHS
NoCTa4aJlbHUK Hajae cepTudikaT BIAMOBIIHOCTI, SKWUH BHIAHUN BIAMNOBIAHUM
opranoM 3 ceprtudikailii, aKpeIUTOBAHUM HAI[IOHATLHUM OpraHoM YKpaiHu 3
aKpeIuTallii, 1 SKui MiATBEPXKY€ BCTAHOBJIEHI BUMOTH JI0 TOBapiB, pOOIT 1 MOCIYT Ta
(un) 00’ekTiB, uepe3 Kl peal3yloThCs TOCIYTd, SKIIO 1€ MnepeadadyeHo
3aKOHOJIABCTBOM YKpaiHu. B pasi, skmo 1e He mnepeadayeHO 3aKOHOJaBCTBOM
VYkpainu, HeoOXiTHO HaIaTH B1ATOBIIHUN JTUCT-PO3’ ICHEHHS.

9. YyacHUK MOBHHEH HAJaTH 3alOBHEHY (OpMy TEHACPHOI MPOIO3HIII 3a
MiIUCOM  KepiBHMKAa ab0  YIMOBHOBaXEHOTO TMpEJCTaBHUKA  IiIIPUEMCTBA,
oprasisaiiii, yCTaHOBH Ta 3aBipeHy Me4yaTKoIo (y pa3l HassBHOCTI).

®opma TeHIepHOI NPONO3UILil

(Ha3Ba mpoOIEAYPH 3aKYTIIiBI)

Ne nory/ | HalimenyBanus npenmera TopriBensHa Ha3Ba | BupoOHuK, kpaina OnuHuns KinbkicTs,
3/m 3aKyIIiBIi/TOBapy TOBapy BHAMIpY oIl




(mocazna ocodwu, o nianucye Gpopmy) (TLLB.)
(migmuc) M. I1.*

* Bumora mo1o me4yaTky He CTOCY€EThCS YIaCHUKIB, SIKi 3AIMCHIOIOTE iSIbHICTD 0€3 IMeYaTK! 3TiTHO 3 YUHHAM
3aKOHOJ/IAaBCTBOM.

** Y pasi HaIBHOCTI B TEXHIYHIM YaCTHHI MMOCHIAHHS Ha KOHKPETHY TOPTiBEJIbHY MapKy 4u (GipMy, IKEpesio
MOXO/PKEHHS a00 BUPOOHMKA — YUTATH 3 BUPA30M «ab0 eKBiBAICHTY.

2. Po3mip 0101KETHOr0 NPHU3HAYEHHS 32 KOWITOPUCOM a00 O4YiKyBaHa
BaAPTiCTh NIpeIMeTa 3aKYHiBJIi:

14 601 002,79 rpu (YoTupHadusaTh MUIBHOHIB IIICTCOT OJIHA THUCSYa JBI
rpuBHI 79 xomiiiok), 3 IIJIB, 30kpema:

aoT 1 — 5561 642,79 rpu (II'iTh MUTBHOHIB M'STCOT MIICTAECIT OJHA THCSYa
IIICTCOT COPOK JIBl TPUBHI 79 KOMilOK);

70T 2 — 9 039 360,00 rpH ([leB'sTh MUIBHOHIB TPUALATH JAEB'STh TUCSY TPUCTA
nrictaecat rpuBeHb 00 KOIMiioK).




